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DETAILED ACTION 

Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

2. Claims 3-5 link Groups ll-VII. Claims 15 and 16 link Groups VIII-XI. The 
restriction requirement among the linked inventions is subject to the nonallowance of 
the linking claims, claims 3-5; and claims 15 and 16. Upon the allowance of the linking 
claim(s), the restriction requirement as to the linked inventions shall be withdrawn and 
any claim(s) depending from or otherwise including all the limitations of the allowable 
linking claim(s) will be entitled to examination in the instant application. Applicant(s) are 
advised that if any such claim(s) depending from or including all the limitations of the 
allowable linking claim(s) is/are presented in a continuation or divisional application, the 
claims of the continuation or divisional application may be subject to provisional 
statutory and/or nonstatutory double patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, the provisions of 35 U.S.C. 
121 are no longer applicable. In re Ziegler, 44 F. 2d 1211, 1215, 170USPQ 129, 131-32 
(CCPA1971). See also MPEP § 804.01. 

I. Claims 1 and 2, drawn to a method of enhancing, stimulating, or 
potentiating differentiation of T-cells using a TCCR antagonist, classified in 
class 530, subclasses 300, 350, and 388.22. 

II. Claim 6, drawn to a method of treating a Th-1 mediated disease using a 
TCCR antagonist, wherein the antagonist is a small molecule, classified in 
class 424, subclass 85.1. 

III. Claims 7 and 8, drawn to a method of treating a Th-1 mediated disease 
using a TCCR antagonist, wherein the antagonist is an antisense RNA 
oligonucleotide, classified in class 514, subclass 44. 
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IV. Claims 7 and 9, drawn to a method of treating a Th-1 mediated disease 
using a TCCR antagonist, wherein the antagonist is an antisense DNA 
oligonucleotide, classified in class 514, subclass 44. 

V. Claim 10 drawn to a method of treating a Th-1 mediated disease using a 
TCCR antagonist, wherein the antagonist is a TCCR variant lacking 
biological activity, classified in class 424, subclass 85.1. 

VI. Claims 11-13, drawn to a method of treating a Th-1 mediated disease 
using a TCCR antagonist, wherein the antagonist is a monoclonal 
antibody, classified in class 424, subclass 141.1. 

VII. Claim 14, drawn to a method of treating a Th-1 mediated disease using a 
TCCR antagonist, wherein the antagonist is a TCCR ligand, classified in 
class 424, subclass 85.1. 

VIII. Claim 21 , method of preventing, inhibiting, or attenuating the 
differentiation of T-cells using a TCCR agonist, wherein the agonist is a 
small molecule, classified in class 424, subclass 85.1. 

IX. Claim 22, drawn to a method preventing, inhibiting, or attenuating the 
differentiation of T-cells using a TCCR agonist, wherein the agonist is a 
TCCR variant with biological activity, classified in class 424, subclass 85.1 

X. Claims 23-25, drawn to a method of preventing, inhibiting, or attenuating 
the differentiation of T-cells using a TCCR agonist, wherein the agonist is 
a monoclonal antibody, classified in class 424, subclass 141.1. 
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XI. Claim 26, drawn to a method of preventing, inhibiting, or attenuating the 
differentiation of T-cells using a TCCR agonist, wherein the agonist is a 
TCCR ECD, classified in class 424, subclass 85.1. 



XII. Claims 17-19, drawn to a method of treating a Th-2 mediated disease 

using a TCCR polypeptide or agonist, wherein the disease is an infectious 
disease, classified in class 424, subclass 85.1. 



XML Claims 17, 18 and 20, drawn to a method of treating a Th-2 mediated 

disease using a TCCR polypeptide or agonist, wherein the disease is an 
allergic disorder, classified in class 424, subclass 85.1. 



XIV. Claim 27, drawn to a method for determining the presence of a TCCR 
polypeptide in a cell, classified in class 435, subclass 7.1. 



XV. Claim 28, drawn to a method of diagnosing a Th-1 mediated or Th-2 
mediated disease, classified in class 435, subclass 6. 



XVI. Claims 29-31 , drawn to a method for identifying a compound inhibiting 
expression of a TCCR polypeptide, classified in class 435, subclass 7.8. 



XVII. Claims 32-34, drawn to a method for identifying a compound inhibiting 

biological activity of a TCCR polypeptide, classified in class 435, subclass 
7.8. 



3. Groups l-XVII are different methods. 



4. Group I and Groups VIII-XI are different methods. Group I recites a method for 
enhancing differentiation of T cells using an antagonist. Groups VIII-XI recite a method 
for preventing differentiation of T cells using an agonist. The methods differ with 
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respect to endpoints, enhancing versus preventing differentiation of T cells; therefore, 
each method is patentably distinct. 

5. Groups VIII-XI are different methods. The T cell agonists are different; small 
molecules, antibodies, and TCCR ECD differ with respect to their structures and 
physicochemical properties; therefore each product is patentably distinct. Furthermore, 
the distinct ingredients, method steps, and/or endpoints require separate and distinct 
searches. As such, it would be burdensome to search these Inventions together. 

6. Groups I and VIII-XI and Groups ll-VII, XII and XIII are different methods. 
Groups I and VIII-XI are methodafor affecting T cell differentiation and Groups ll-VII, XII 
and XIII are methods of treatment of disease. A method of affecting cellular 
differentiation and a method of treating differ with respect to ingredients, method steps, 
and endpoints; therefore, each method is patentably distinct. 

7. Groups ll-VII and Groups XII and XIII are different methods. Groups ll-VII are 
methods of treating Th-1 mediated diseases with a TCCR antagonist and Groups XII 
and XIII are methods of treating Th-2 mediated diseases with a TCCR agonist. The 
methods of treating the diseases differ with respect to ingredients, method steps, and 
endpoints; therefore, each method is patentably distinct. 

8. Groups ll-VII are different methods of treating Th-1 mediated diseases. The T 
cell antagonists are different; small molecules, nucleic acids, antibodies, and TCCR 
ligand differ with respect to their structures and physicochemical properties; therefore 
each product is patentably distinct. Furthermore, the distinct ingredients, method steps, 
and/or endpoints require separate and distinct searches. As such, it would be 
burdensome to search these Inventions together. 

9. Groups XII and XIII are methods of treating different Th-2 mediated diseases with 
a TCCR agonist. The diseases differ with respect to pathological conditions, etiologies 
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and therapeutic endpoints; thus each condition represents patentably distinct subject 
matter. 

10. Groups l-XIII and Groups XIV-XVII are different methods. Groups l-XIII are 
methods of treating disease or affecting differentiation of T cells. Groups XIV-XVII are 
drawn to methods of detecting a TCCR polypeptide, diagnosing disease, and identifying 
compounds affecting TCCR. These methods differ with respect to ingredients, method 
steps, and endpoints; therefore, each method is patentably distinct. 

1 1 . Groups XIV-XVII are different methods. Group XIV, a method for determining the 
presence of a TCCR polypeptide is different from Group XV, a method of diagnosing a 
disease and different from Groups XVI and XVII, methods for identifying compounds 
inhibiting TCRR. Group XVI, a method for identifying compounds inhibiting expression 
of a TCRR peptide is distinct from Group XVII, a method for identifying compounds 
inhibiting biological activity of a TCRR peptide. These methods differ with respect to 
ingredients, method steps, and endpoints; therefore, each method is patentably distinct. 

12. These inventions are distinct for the reasons given above. In addition, they have 
acquired a separate status in the art as shown by different classification and/or 
recognized divergent subject matter. Further, even though in some cases the 
classification is shared, a different field of search would be required based upon the 
structurally distinct products recited and the various methods of use comprising distinct 
method steps. Therefore restriction for examination purposes as indicated is proper. 
Further, a prior art search also requires a literature search. It is an undue burden for the 
examiner to search more than one invention. 

1 3. Irrespective of whichever group applicant may elect, applicant is further required 
under 35 US 121 (1) to elect a single disclosed species to which claims would be 
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restricted if no generic claim is finally held to be allowable and (2) to list all claims 
readable thereon including those subsequently added. 

14. This application contains claims directed to the following patentably distinct 
species of the claimed Groups ll-VII. If Applicant elects one of these Groups, Applicant 
is further required to elect a species of Th-1 mediated disease, wherein the Th-1 
mediated disease is: 

A) autoimmune inflammatory, OR 

B) allograft rejection 

15. These species are distinct because the pathological conditions differ in etiologies 
and therapeutic endpoints; thus each condition represents patentably distinct subject 
matter. 

16. If the Applicant elects one of Groups ll-VII, and A, wherein the Th-1 mediated 
disease is an autoimmune inflammatory disease, then Applicant is further required to 
elect species of autoimmune inflammatory disease, wherein the autoimmune 
inflammatory disease is: 

A) allergic encephalomyelitis, 

B) multiple sclerosis, 

C) insulin-dependent diabetes mellitus, 

D) autoimmune uveoretinitis, 

E) inflammatory bowel disease, OR 

F) autoimmune thyroid disease 

17. These species are distinct because the pathological conditions differ in etiologies 
and therapeutic endpoints; thus each condition represents patentably distinct subject 
matter. 

18. This application contains claims directed to the following patentably distinct 
species of the claimed Group XII. If Applicant elects Group XII, Applicant is further 
required to elect a species of infectious Th-2 mediated disease, wherein the infectious 
Th-2 mediated disease is: 
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A) Leishmania major, 

B) Mycobacterium leprae, 

C) Candida albicans, 

D) Toxoplasma gondi, 

E) respiratory syncytial virus, OR 

F) human immunodeficiency virus. 

19. These species are distinct because the pathological conditions differ in etiologies 
and therapeutic endpoints; thus each condition represents patentably distinct subject 
matter. 

20. This application contains claims directed to the following patentably distinct 
species of the claimed Group XIII. If Applicant elects Group XIII, Applicant is further 
required to elect a species of allergic disorder as aTh-2 mediated disease, wherein the 
allergic disorder as a Th-2 mediated disease is: 

A) asthma, 

B) allergic rhinitis, 

C) atopic dermatitis, OR 

D) vernal conjunctivitis. 

21 . These species are distinct because the pathological conditions differ in etiologies 
and therapeutic endpoints; thus each condition represents patentably distinct subject 
matter. 

22. Applicant is required under 35 U.S.C. § 121 to elect a single disclosed species 
for prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. 

23. Applicant is advised that a response to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a listing 
of all claims readable thereon, including any claims subsequently added. An argument 
that a claim is allowable or that all claims are generic is considered nonresponsive 
unless accompanied by an election. 
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24. Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 C.F.R. § 1.141. If 
claims are added after the election, applicant must indicate which are readable upon the 
elected species. M.P.E.P. § 809.02(a). 

25. Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
§103 of the other invention. 

26. Applicant is advised that the response to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed. 

27. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if 
one or more of the currently named inventors is no longer an inventor of at least one 
claim remaining in the application. Any amendment of inventorship must be 
accompanied by a diligently-filed petition under 37 C.F.R. § 1.48(b) and by the fee 
required under 37 C.F.R. § 1.17(h). 

28. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jo Ann Rinaudo whose telephone number is 
571.272.8143. The examiner can normally be reached on M-F, 8:30AM - 5PM. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
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supervisor, Christina Chan can be reached on 571.272.0841. The fax phone number 
for the organization where this application or proceeding is assigned is 571.273.8300. 

29. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Jo Ann Rinaudo, Ph.D. /) / M /,j-> 



8/9/2005 



Patent Examiner 




